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(b) FDA will publish in the FEDERAL 
REGISTER a notice announcing the re-
moval of a drug from the list. 

(c) At the end of the period specified 
in paragraph (a)(1) or (a)(2) of this sec-
tion, FDA will relist a drug that has 
been removed from the list. The agency 
will publish in the FEDERAL REGISTER a 
notice announcing the relisting of the 
drug. 

[57 FR 17996, Apr. 28, 1992] 

§ 314.170 Adulteration and mis-
branding of an approved drug. 

All drugs, including those the Food 
and Drug Administration approves 
under section 505 of the act and this 
part, are subject to the adulteration 
and misbranding provisions in sections 
501, 502, and 503 of the act. FDA is au-
thorized to regulate approved new 
drugs by regulations issued through in-
formal rulemaking under sections 501, 
502, and 503 of the act. 

[50 FR 7493, Feb. 22, 1985. Redesignated at 57 
FR 17983, Apr. 28, 1992, and amended at 64 FR 
402, Jan. 5, 1999] 

Subpart E—Hearing Procedures for 
New Drugs 

SOURCE: 50 FR 7493, Feb. 22, 1985, unless 
otherwise noted. Redesignated at 57 FR 17983, 
Apr. 28, 1992. 

§ 314.200 Notice of opportunity for 
hearing; notice of participation and 
request for hearing; grant or denial 
of hearing. 

(a) Notice of opportunity for hearing. 
The Director of the Center for Drug 
Evaluation and Research, Food and 
Drug Administration, will give the ap-
plicant, and all other persons who man-
ufacture or distribute identical, re-
lated, or similar drug products as de-
fined in § 310.6 of this chapter, notice 
and an opportunity for a hearing on the 
Center’s proposal to refuse to approve 
an application or to withdraw the ap-
proval of an application or abbreviated 
application under section 505(e) of the 
act. The notice will state the reasons 
for the action and the proposed 
grounds for the order. 

(1) The notice may be general (that 
is, simply summarizing in a general 
way the information resulting in the 

notice) or specific (that is, either refer-
ring to specific requirements in the 
statute and regulations with which 
there is a lack of compliance, or pro-
viding a detailed description and anal-
ysis of the specific facts resulting in 
the notice). 

(2) FDA will publish the notice in the 
FEDERAL REGISTER and will state that 
the applicant, and other persons sub-
ject to the notice under § 310.6, who 
wishes to participate in a hearing, has 
30 days after the date of publication of 
the notice to file a written notice of 
participation and request for hearing. 
The applicant, or other persons subject 
to the notice under § 310.6, who fails to 
file a written notice of participation 
and request for hearing within 30 days, 
waives the opportunity for a hearing. 

(3) It is the responsibility of every 
manufacturer and distributor of a drug 
product to review every notice of op-
portunity for a hearing published in 
the FEDERAL REGISTER to determine 
whether it covers any drug product 
that person manufactures or distrib-
utes. Any person may request an opin-
ion of the applicability of a notice to a 
specific product that may be identical, 
related, or similar to a product listed 
in a notice by writing to the Division 
of New Drugs and Labeling Compli-
ance, Office of Compliance, Center for 
Drug Evaluation and Research, Food 
and Drug Administration, 10903 New 
Hampshire Ave., Silver Spring, MD 
20993–0002. A person shall request an 
opinion within 30 days of the date of 
publication of the notice to be eligible 
for an opportunity for a hearing under 
the notice. If a person requests an opin-
ion, that person’s time for filing an ap-
pearance and request for a hearing and 
supporting studies and analyses begins 
on the date the person receives the 
opinion from FDA. 

(b) FDA will provide the notice of op-
portunity for a hearing to applicants 
and to other persons subject to the no-
tice under § 310.6, as follows: 

(1) To any person who has submitted 
an application or abbreviated applica-
tion, by delivering the notice in person 
or by sending it by registered or cer-
tified mail to the last address shown in 
the application or abbreviated applica-
tion. 
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